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October 3, 2008

The Honorable Max Baucus
Chairman

The Honorable Charles E. Grassley
Ranking Minority Member
Committee on Finance

United States Senate

The Honorable John D. Dingell
Chairman

The Honorable Joe Barton

Ranking Minority Member
Committee on Energy and Commerce
House of Representatives

The Honorable Charles B. Rangel
Chairman

The Honorable Jim McCrery
Ranking Minority Member
Committee on Ways and Means
House of Representatives

Subject: Department of Health and Human Services, Centers for Medicare and
Medicaid Services: Medicare Program,; Revisions to the Medicare Advantage
and Prescription Drug Benefit Programs

Pursuant to section 801(a)(2)(A) of title 5, United States Code, this is our report on a
major rule promulgated by the Department of Health and Human Services, Centers
for Medicare and Medicaid Services (CMS), entitled “Medicare Program; Revisions to
the Medicare Advantage and Prescription Drug Benefit Programs” (RIN: 0938-AP52).
We received the rule on September 15, 2008. It was published in the Federal Register
as an “interim final rule with comment period” on September 18, 2008, and has a
stated effective date of the same day. 73 Fed. Reg. 54,226.

The interim final rule changes the Medicare Advantage regulations to conform to
new statutory requirements regarding special needs plans, private-fee-for-service
plans, regional preferred provider organizations plans, and Medicare medical savings
accounts plans. It also implements new statutory provisions governing cost-sharing
for dual-eligible enrollees in the Medicare Advantage program prescription drug
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pricing, coverage, and payment processes in the Part D program. In addition, this
interim final rule sets forth new requirements governing the marketing of Part C and
D plans.

Enclosed is our assessment of the CMS’s compliance with the procedural steps
required by section 801(a)(1)(B)(i) through (iv) of title 5 with respect to the rule.
This interim final rule has a stated effective date of September 18, 2008. The
Congressional Review Act requires major rules to have a 60-day delay in their
effective date following their publication in the Federal Register or receipt of the
rule by Congress, whichever is later. 5 U.S.C. § 801(a)(3)(A). This interim final rule
was published on September 18, 2008, and received on September 15, 2008.

However, “any rule which an agency for good cause finds . . . that the notice and
public procedure [of section 801] are impractical, unnecessary, or contrary to the
public interest” takes effect when the agency determines. 5 U.S.C. § 808(2). In the
case of this interim final rule, CMS found good cause to waive the 60-day delay and
make this rule effective immediately because a delay would be contrary to the public
interest. 73 Fed. Reg. 54,240. Specifically, the Medicare Improvements for Patients
and Providers Act of 2008, Public Law 110-275 (July 15, 2008), contained a deadline
for promulgating certain marketing provisions of this interim final rule that was less
than 150 days from the enactment of the statute. 42 U.S.C. § 1395w-21 note. CMS
concluded that, because of this statutory deadline, there is good cause to waive the
60-day delay. 42 USCA § 1395hh. CMS found good cause not to delay the remainder
of the rule because, according to CMS, the remaining provisions implement statutory
changes and therefore are already set in law. Our review indicates that CMS
complied with all the other applicable requirements.

If you have any questions about this report or wish to contact GAO officials

responsible for the evaluation work relating to the subject matter of the rule, please
contact Michael R. Volpe, Assistant General Counsel, at (202) 512-8236.

signed

Robert J. Cramer
Associate General Counsel

Enclosure
cc:  Ann Stallion
Program Manager

Department of Health
and Human Services
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ENCLOSURE

REPORT UNDER 5 U.S.C. § 801(2)(2)(A) ON A MAJOR RULE
ISSUED BY THE
DEPARTMENT OF HEALTH AND HUMAN SERVICES,
CENTERS FOR MEDICARE AND MEDICAID SERVICES
ENTITLED
"MEDICARE PROGRAM; REVISIONS TO THE MEDICARE ADVANTAGE
AND PRESCRIPTION DRUG BENEFIT PROGRAMS"
(RIN: 0938-AP52)

(i) Cost-benefit analysis

CMS analyzed the costs and benefits of this interim final rule. CMS estimated the
prompt payment provisions of the rule to cost the federal government a total of $670
million in calendar years 2010 to 2018. The other provisions will cost Medicare
Advantage organizations and prescription drug sponsors $26.7 million in 2010. CMS
estimates that the rule will have an incurred savings in total (before the Part B
premium offset) of $8.1 billion in calendar years 2011 to 2018. CMS estimates that
the rule will result in a net savings in total of $7.43 billion to the federal government
from 2010 to 2018.

(ii) Agency actions relevant to the Regulatory Flexibility Act, 5 U.S.C. §8§ 603-605,
607, and 609

CMS determined that the prompt payment provisions of this interim final rule will
have a significant impact on a substantial number of small entities. Specifically, the
prompt payment provisions will positively impact retail pharmacies and add costs to
Part D sponsors and pharmacy benefit managers. CMS also determined that this
interim final rule will not affect small rural hospitals.

(iii) Agency actions relevant to sections 202-205 of the Unfunded Mandates Reform
Act of 1995, 2 U.S.C. 8§88 1532-1535

CMS determined that this interim final rule will not impose costs on state, local, or
tribal governments, or on the private sector above the threshold in the Act.

(iv) Other relevant information or requirements under acts and executive orders

Administrative Procedure Act, 5 U.S.C. §§ 551 et seq.

CMS found good cause to waive the notice-and-comment procedures found in the
Administrative Procedure Act. 73 Fed. Reg. 54,240. The Medicare Improvements for
Patients and Providers Act contained a deadline for promulgating certain marketing
provisions of this interim final rule that was less than 150 days from the enactment of
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the statute. 42 U.S.C. § 1395w-21 note. CMS concluded that, because of this
statutory deadline, these provisions may be published in final form without notice-
and-comment. 42 USCA § 1395hh. CMS found good cause not to delay the
remainder of the rule because, according to CMS, the remaining provisions
implement statutory changes and therefore are already set in law.

Paperwork Reduction Act, 44 U.S.C. §§ 3501-3520

Fifteen provisions of this interim final rule contain information collection
requirements under the Act. CMS requests public comment on each of these
requirements. The aggregate annual burden associated with the collection of
information under this interim final rule is approximately 1.2 million hours. CMS
lists the Office of Management and Budget (OMB) control numbers for the 15
requirements in the interim final rule. 73 Fed. Reg. 54,244.

Statutory authorization for the rule

CMS promulgated this interim final rule under the authority of sections 1102,
1860D-1 to 1860D-42 and 1871 of the Social Security Act and section 1310 of the
Public Health Service Act. 42 U.S.C. 300e, 300e-5, 300e-9, 1302, 1395w-101 to 1395w-
152, and 1395hh. CMS also promulgated this interim final rule under the authority of
section 9701, title 31, United States Code.

Executive Order No. 12,866

CMS determined that this interim final rule is significant under the Order because it
will have an effect on the economy of $100 million or more in any one year. OMB
has reviewed this rule.

Executive Order No. 13,132 (Federalism)

CMS determined that this interim final rule will have no federalism implications.

Page 2 GAO-09-51R




<<
  /ASCII85EncodePages false
  /AllowTransparency false
  /AutoPositionEPSFiles true
  /AutoRotatePages /PageByPage
  /Binding /Left
  /CalGrayProfile (None)
  /CalRGBProfile (sRGB IEC61966-2.1)
  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)
  /sRGBProfile (sRGB IEC61966-2.1)
  /CannotEmbedFontPolicy /Warning
  /CompatibilityLevel 1.4
  /CompressObjects /Off
  /CompressPages true
  /ConvertImagesToIndexed true
  /PassThroughJPEGImages true
  /CreateJDFFile false
  /CreateJobTicket false
  /DefaultRenderingIntent /Default
  /DetectBlends true
  /ColorConversionStrategy /LeaveColorUnchanged
  /DoThumbnails false
  /EmbedAllFonts true
  /EmbedJobOptions true
  /DSCReportingLevel 0
  /SyntheticBoldness 1.00
  /EmitDSCWarnings false
  /EndPage -1
  /ImageMemory 1048576
  /LockDistillerParams true
  /MaxSubsetPct 100
  /Optimize true
  /OPM 1
  /ParseDSCComments true
  /ParseDSCCommentsForDocInfo true
  /PreserveCopyPage true
  /PreserveEPSInfo true
  /PreserveHalftoneInfo false
  /PreserveOPIComments true
  /PreserveOverprintSettings true
  /StartPage 1
  /SubsetFonts true
  /TransferFunctionInfo /Preserve
  /UCRandBGInfo /Preserve
  /UsePrologue false
  /ColorSettingsFile ()
  /AlwaysEmbed [ true
  ]
  /NeverEmbed [ true
  ]
  /AntiAliasColorImages false
  /DownsampleColorImages true
  /ColorImageDownsampleType /Bicubic
  /ColorImageResolution 300
  /ColorImageDepth -1
  /ColorImageDownsampleThreshold 1.50000
  /EncodeColorImages true
  /ColorImageFilter /DCTEncode
  /AutoFilterColorImages true
  /ColorImageAutoFilterStrategy /JPEG
  /ColorACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /ColorImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000ColorACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000ColorImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasGrayImages false
  /DownsampleGrayImages true
  /GrayImageDownsampleType /Bicubic
  /GrayImageResolution 300
  /GrayImageDepth -1
  /GrayImageDownsampleThreshold 1.50000
  /EncodeGrayImages true
  /GrayImageFilter /DCTEncode
  /AutoFilterGrayImages true
  /GrayImageAutoFilterStrategy /JPEG
  /GrayACSImageDict <<
    /QFactor 0.15
    /HSamples [1 1 1 1] /VSamples [1 1 1 1]
  >>
  /GrayImageDict <<
    /QFactor 0.76
    /HSamples [2 1 1 2] /VSamples [2 1 1 2]
  >>
  /JPEG2000GrayACSImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /JPEG2000GrayImageDict <<
    /TileWidth 256
    /TileHeight 256
    /Quality 15
  >>
  /AntiAliasMonoImages false
  /DownsampleMonoImages true
  /MonoImageDownsampleType /Bicubic
  /MonoImageResolution 1200
  /MonoImageDepth -1
  /MonoImageDownsampleThreshold 1.50000
  /EncodeMonoImages true
  /MonoImageFilter /CCITTFaxEncode
  /MonoImageDict <<
    /K -1
  >>
  /AllowPSXObjects false
  /PDFX1aCheck false
  /PDFX3Check false
  /PDFXCompliantPDFOnly false
  /PDFXNoTrimBoxError true
  /PDFXTrimBoxToMediaBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXSetBleedBoxToMediaBox true
  /PDFXBleedBoxToTrimBoxOffset [
    0.00000
    0.00000
    0.00000
    0.00000
  ]
  /PDFXOutputIntentProfile (None)
  /PDFXOutputCondition ()
  /PDFXRegistryName (http://www.color.org)
  /PDFXTrapped /False

  /Description <<
    /JPN <FEFF3053306e8a2d5b9a306f300130d330b830cd30b9658766f8306e8868793a304a3088307353705237306b90693057305f00200050004400460020658766f830924f5c62103059308b3068304d306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103057305f00200050004400460020658766f8306f0020004100630072006f0062006100740020304a30883073002000520065006100640065007200200035002e003000204ee5964d30678868793a3067304d307e30593002>
    /DEU <>
    /FRA <>
    /PTB <>
    /DAN <>
    /NLD <>
    /ESP <>
    /SUO <>
    /ITA <>
    /NOR <>
    /SVE <>
    /ENU <>
  >>
>> setdistillerparams
<<
  /HWResolution [2400 2400]
  /PageSize [612.000 792.000]
>> setpagedevice




